BACKGROUND: Establishing priorities for discussion during time-limited primary care visits is challenging in the care of patients with cognitive impairment. These patients commonly attend primary care visits with a family companion. OBJECTIVE: To examine whether a patient-family agenda setting intervention improves primary care visit communication for patients with cognitive impairment DESIGN: Two-group pilot randomized controlled study PARTICIPANTS: Patients aged 65 + with cognitive impairment and family companions (n = 93 dyads) and clinicians (n = 14) from two general and one geriatrics primary care clinic INTERVENTION: A self-administered paper-pencil checklist to clarify the role of the companion and establish a shared visit agenda MEASUREMENTS: Patient-centered communication (primary); verbal activity, information disclosure including discussion of memory, and visit duration (secondary), from audio recordings of visit discussion RESULTS: Dyads were randomized to usual care (n = 44) or intervention (n = 49). Intervention participants endorsed an active communication role for companions to help patients understand what the clinician says or means (90% of dyads), remind patients to ask questions or ask clinicians questions directly (84% of dyads), or listen and take notes (82% of dyads). Intervention dyads identified 4.4 health issues for the agenda on average: patients more often identified memory (59.2 versus 38.8%; p = 0.012) and mood (42.9 versus 24.5%; p = 0.013) whereas companions more often identified safety (36.7 versus 18.4%; p = 0.039) and personality/behavior change (32.7 versus 16.3%; p = 0.011). Communication was significantly more patient-centered in intervention than in control visits at general clinics (p < 0.001) and in pooled analyses (ratio of 0.86 versus 0.68; p = 0.046). At general c l i n i c s , i n t e r v e n t i o n ( v e r s u s c o n t r o l ) d y a d s contributed more lifestyle and psychosocial talk (p < 0.001) and less biomedical talk (p < 0.001) and companions were more verbally active (p < 0.005). No intervention effects were found at the geriatrics clinic. No effect on memory discussions or visit duration was observed. CONCLUSION: Patient-family agenda setting may improve primary care visit communication for patients with cognitive impairment.
INTRODUCTION
An estimated 10 million Americans are living with cognitive impairment. 1, 2 Most persons with cognitive impairment are treated in primary care. 3, 4 However, structural factors relating to time and reimbursement, clinician factors relating to perceived and actual knowledge of disease, and practice constraints relating to knowledge of and access to appropriate social service referrals inhibit high-quality primary care for this population. 5, 6 Because persons with cognitive impairment have a high burden of co-occurring medical conditions [7] [8] [9] , gaps in care quality also affect other conditions, contributing to costly and burdensome treatments, inappropriate medication use, and potentially avoidable hospitalization. [10] [11] [12] [13] Family and unpaid companions are often present during older adults' primary care visits 14, 15 and behave in varied ways that may help or hinder the comprehensiveness and quality of information exchange and medical decision-making. 16, 17 The presence of a family companion poses special challenges within the context of impaired memory and judgment. 18 Clinicians may be uncertain whether to direct questions to the patient or to an accompanying companion, who may be perceived as a more reliable informant. 19 Patient and family assessment of treatment priorities commonly Electronic supplementary material The online version of this article (https://doi.org/10.1007/s11606-018-4563-y) contains supplementary material, which is available to authorized users. diverge. [20] [21] [22] Ambiguity about the visit agenda and fear of jeopardizing patient autonomy may inhibit clinicians' ability to engage family within the time constraints of the typical primary care visit. 5, 23, 24 Agenda setting is a strategy that seeks to improve the effectiveness of patient-clinician interactions by establishing relational Bground rules,^identifying priorities, and negotiating conversational focus. 25 Although agenda setting is particularly relevant for patients with complex needs, 26, 27 few interventions specifically address the needs of older adults with cognitive impairment or accommodate the reality that nearly 4 in 10 older adults attend medical visits with a family companion. 15, 16 Therefore, building on prior trials of agenda setting, [28] [29] [30] we developed and tested an intervention for older adults who attend medical visits with a family companion. Our goal was to develop a simple, scalable strategy to help patients and families prepare for a primary care visit by setting forth a structured process to clarify expectations regarding the role of the companion and establish a shared visit agenda. A prior proof-of-concept study found this approach to be acceptable and promising, but was limited to a single academic geriatrics clinic and excluded older adults with significant cognitive impairment. 31 Because we sought to develop an approach that is relevant to a broad range of patients, and because cognitive impairment is under-discussed and under-diagnosed, 32 , 33 the SAME Page trial was designed to examine the effects of patient-family agenda setting on primary care visit communication among older adults with cognitive impairment ranging from mild to severe, regardless of diagnosis.
METHODS
We conducted a two-group single-blind randomized pilot trial at two general primary care clinics and one hospital-based geriatrics clinic. Eligibility for patients included age 65 or older, English speaking, 1 + incorrect answer or being unable to respond to a cognitive screening survey, 34 and attendance in primary care visits with a family member or unpaid companion.
Study Procedures
Patients of participating clinicians were mailed letters describing the study 1 month in advance of a scheduled visit. Patients who did not Bopt out^by mail were contacted by the research team to discuss study procedures and administer a telephone screening interview. Eligible patient-companion dyads who expressed an interest in participating met a member of the research team at the clinic 30 min before the patient's visit. After each patient and companion provided informed consent, the dyad was randomized using stratified, blocked randomization with alternating block sizes of 4 and 6 for each clinician. Dyads assigned to the intervention were asked to complete the checklist while in the waiting room without instruction from research staff. Dyads assigned to the control group waited for their visit as usual. All visits were audio-recorded. Clinicians, patients (when possible), and companions completed brief written post-visit surveys in the clinic suite. Patients (when possible) and companions were interviewed by telephone 2 weeks after the visit. Our protocol was approved by the institutional review board of the Johns Hopkins Bloomberg School of Public Health (IRB no. 6837).
Intervention
We developed a one-page paper-pencil checklist to be completed in the waiting room by older adults and their family companion (Fig. 1) . The checklist involves two activities. The first activity involves clarifying expectations for the companion's role, from a list of behaviors previously found to be beneficial during medical visits. 15, 16 The second activity asks patient and companion to each identify concerns about the patient's health and decide together which to discuss with the clinician. Twelve common health issues that are under-recognized in primary care are listed on the checklist, with space so that additional topics may be nominated by the patient or companion. All text is in large (15-point) font and readability of the checklist on the Flesch-Kincaid grade level is 8.1.
Outcomes
Outcomes were assessed from audio recordings of patients' medical visits, which were coded by trained staff, blinded to group assignment using the Roter Interaction Analysis System (RIAS), a validated system for empirically describing medical visit communication. 35 Our primary outcome was a measure of patient-centered communication, calculated as a ratio of RIAS codes that encompass psychosocial and socioemotional elements of exchange, in the numerator, relative to codes that reflect a biomedical and disease-focused perspective, in the denominator. 35, 36 Prior studies have established predictive and concurrent validity of this measure. 24, [36] [37] [38] Higher values indicate more patient-centered communication.
We studied three secondary outcomes. Verbal activity refers to the proportion of visit statements contributed by each speaker in relation to overall visit statements, 35 as a marker of active engagement in visit discussion. 36, 39 Information disclosure refers to the proportion of visit statements contributed by the patient-companion dyad relating to biomedical talk and lifestyle and psychosocial talk in relation to total visit statements, elements of information exchange that were most affected in our prior proof-of-concept study. 31 We also examined a dichotomous measure of whether memory discussion was raised in the visit (Online Appendix A). Visit duration, expressed in minutes, reflects resource use and opportunity to engage in comprehensive information exchange.
40, 41

Companion Roles and Visit Priorities
Companion roles were decided together and visit priorities were identified separately from responses to the agenda setting checklist, as displayed in Figure 1 . Measures of patient-companion concordance reflect whether each health issue was selected as a priority by patient only, companion only, neither, or both. The utility, burden, and helpfulness of the checklist were assessed in written post-visit surveys using questions from our formative work. 31 
Additional Measurements
From patients' electronic health record, we assessed age, gender, and diagnosis of cognitive impairment or dementia at the time of the enrollment visit. The Mini-Mental State Examination (MMSE) 42 was administered by research staff immediately after the enrollment visit. Patient and companion socio-demographic and health factors were assessed in followup telephone interviews. Clinician characteristics were assessed from surveys administered at the time of informed consent.
Analysis
Simple statistics (frequency distributions, group means) were used to assess potential differences between eligible patients willing and unwilling to participate, intervention and control participants, and process measures relating to agenda setting completion. The statistical significance of patient-companion discordance on priorities for the visit agenda was assessed with McNemar's test. Intervention effects were examined using regression models in which the main independent variable was treatment assignment and the patient-family dyad was the unit of analysis. We used generalized estimating equations with an exchangeable correlation structure to assess the direction, magnitude, and statistical significance of between-group differences. 43 Regression models included treatment assignment and patient-level covariates that were postulated as affecting communication outcomes. We conducted pooled and clinic-specific analyses to assess the relevance of primary care context. Statistical tests were two-sided with a significance level of 0.05. Analyses were performed in SAS statistical software, version 9.4 (SAS, Cary, NC).
Role of the Funding Source
The study was conducted with grant support from the National Institute on Aging (P30AG048773; R21AG049967). The funding agency did not have a role in the design, conduct, or reporting of the study results.
RESULTS
Study Sample Characteristics
All 14 clinicians who met eligibility criteria at the three primary care clinics agreed to participate and provided informed consent. Clinicians were on average 49.3 years (SD, 11.1; range, 29-62), about half were female (n = 7), and reported practicing 15 or more years (n = 8; Table 1 ). Clinicians were trained in family practice (n = 6) or internal medicine (n = 3), or were nurse practitioners or physician assistants (n = 5). Most (n = 5 of 6) clinicians with geriatrics training practiced at the geriatrics clinic. Recruitment letters were mailed to 827 patients, of whom 211 (25.5%) returned an Bopt-out^card indicating that they were not eligible (n = 95) or refusing participation (n = 116); 26 (3.1%) could not be reached (Fig. 2) . Screening calls were made to 509 (71.3%) patients, of whom 370 were not eligible, 127 refused participation, and 93 (11.2%) were eligible and agreed to participate. The 93 dyads were randomized to the control group (n = 44) or to the intervention (n = 49); all completed follow-up interviews. Patients who participated were older (79.9 versus 76.6 years; p < 0.001) than those who did not (data not presented).
About half of the enrolled patients were female (51.6%), had completed some college (48.4%), and had a diagnosis of dementia, cognitive impairment, or symptoms of cognitive impairment recorded in their electronic health record (49.5%; Table 2 ). Patients' average MMSE score was 21.6 (range, 0-30). Most companions were female (75.3%) and were spouses (39.8%) or adult children (55.8%) of patients; few (5.4%) were friends or other relatives.
Agenda Setting Process
Intervention patients and companions endorsed an active communication role for companions in helping the patient understand what the clinician says or means (90%), reminding the patient to ask questions (84%), asking questions directly to the clinician (84%), or listening and taking notes (82%). The majority (84%) endorsed three or more of these behaviors.
Patients and companions each identified 4.4 health issues (range 0-12) as priorities for the visit agenda on average (Fig. 3) . Patient-companion visit priorities were discordant for 4 of the 12 health issues. Patients were more likely than companions to prioritize memory (59.2 versus 38.8%; p = 0.012) and stress, worry, or feeling sad or blue (42.9 versus 24.5%; p = 0.013). Companions were more likely than patients to prioritize safety at home or when driving (36.7 versus 18.4%; p = 0.039) and changes in personality or behavior (32.7 versus 16.3%; p = 0.011). 
Intervention Acceptability
Most companions reported completing the checklist in less than 10 min (69.4%) or 10-15 min (26.5%); few reported taking longer than 15 min (4.1%). Nearly all companions (95.9%) stated that the amount of time it took to complete the checklist was Bjust right.^Patients (n = 42) and companions (n = 49) unanimously agreed or strongly agreed that completing the checklist was easy (Online Appendix B). All patient respondents and 96% of companions reported that completing the checklist was useful; > 90% reported that completing the checklist was helpful in preparing for their visit, clarifying the role of the companion, remembering concerns, and that completing the checklist made them feel more in control of their care. Most (> 93%) recommended the checklist to others and reported they would like to continue to use it in the future.
Effects on Visit Communication
Communication was more patient-centered during visits of intervention than control dyads (ratio of 0.86 versus 0.68; p = 0.046; Table 3 ). Group differences in patient-centered communication were highly significant at the two general primary care clinics (ratio of 0.89 versus 0.59 at clinic 1; p < 0.001 and 0.68 versus 0.52 at clinic 2; p < 0.001) but not at the geriatrics clinic.
No group differences in patient or companion verbal activity, information disclosure, or visit duration were observed in pooled analyses. However, intervention (versus control) companions were more verbally active at the two general clinics (21.3 versus 16.1% of visit statements at clinic 1; p = 0.005 and 21.5 versus 15.8% at clinic 2; p < 0.001). A shift toward reduced verbal activity among intervention (versus control) patients was observed at the general clinics and was statistically significant at clinic 2 (p = 0.012). At general clinics, intervention (versus control) dyads contributed more statements about lifestyle and psychosocial topics (18.9 versus 10.3% of visit statements at clinic 1; p < 0.001 and 13.9 versus 10.4% at clinic 2; p < 0.001) and fewer statements about biomedical topics (31.2 versus 36.1% of visit statements at clinic 1; p < 0.001 and 34.2 versus 42.8% at clinic 2; p < 0.001). A shift toward greater memory discussion was observed in intervention (versus control) visits at general clinics which approached statistical significance at clinic 2 (60.0 versus 42.9%; p = 0.051). No effect on visit duration was found at any of the three clinics.
CONCLUSION
Results from the SAME Page trial indicate that a brief patient-family agenda setting checklist may improve communication for patients with cognitive impairment who attend primary care visits with a family companion. Intervention participants reported the checklist was easy to complete and helpful. Analyses of visit audio recordings indicate that communication was more patient-centered for dyads randomized to agenda setting than dyads randomized to usual care. At the two general primary care clinics, intervention companions were more verbally active in visit discussion and intervention dyads contributed more lifestyle and psychosocial talk and less biomedical talk than those who received usual care. The lack of intervention effects at the geriatrics clinic may be due to practice-level contextual factors: visits on average exceeded 35 min in duration, companions were verbally active, and communication was highly patient-centered, irrespective of intervention assignment. Taken together, findings indicate that the intervention led to more notable effects at the general primary care clinics where communication shifted to more closely approximate than that observed in geriatrics clinic visits. The absence of an effect on visit duration indicates that patient-family agenda setting did not impose additional time demands. Our intervention establishes a structured process to clarify the expected role of the companion, prioritize concerns about the patient's health, and develop shared focus for the visit agenda. It is notable that intervention patients and companions selected an active role for the companion in visit discussion yet reported distinct individual priorities for the visit agenda. Although some issues were similarly prioritized, memory and mood were more often identified by patients whereas safety and behavior/personality change were more often identified by companions. These topics are often under-recognized and unaddressed in primary care, yet are essential to highquality dementia care. 5, 44, 45 Although we did not observe a pooled intervention effect on discussion of memory, intervention dyads were more likely than control dyads to discuss memory at the two general clinics and this effect approached statistical significance at general clinic 2. That intervention (versus control) dyads contributed more information about lifestyle and psychosocial topics suggests the intervention empowered patients and companions to raise the nonmedical priorities which are less likely to be identified 46, 47 and challenging to address within the context of the typical 15-min primary care visit. 48, 49 Despite the pivotal role of family in the health and health care of older adults with cognitive impairment, 15, 16 evidencebased strategies that recognize and integrate patient and family perspectives are lacking. Agenda setting clarifies conversational focus, aligns expectations, and establishes relational ground rules to enhance the patient-centeredness and efficiency of time-limited clinical encounters. 25 These objectives are particularly important, yet challenging in the context of cognitive impairment. By translating the traditional orientation of agenda setting from patient-clinician to patient-companion, our intervention addresses the reality that many older persons navigate health system demands in partnership with family or close friends. 50, 51 By striving to respect patient preferences and clarify expectations regarding the companion role, our intervention is aligned with principles of person-and familycentered care in acknowledging the valuable perspective and contributions that a family may assume in ensuring an effective therapeutic alliance with clinicians. 50, 52 The consistency of results from the SAME Page trial and our initial proof-of-concept study 31 provide preliminary support of intervention replicability. We believe that our intervention affects visit communication through pathways that involve strengthening patient-companion relational rapport, developing shared focus for visit discussion, and preparing the companion to meet patient's expectations and preferences for communication support. Although our study contributes granular information regarding patient and companion visit priorities and objective measures of visit communication, we are unable to quantitatively assess the causal mechanism by which agenda setting affected communication. We interpret differences in patient and companion visit priorities as indicating that the process of formulating a shared agenda stimulated discussion of individual perspectives and greater confidence and ability to advocate for productive information exchange with the clinician.
We note several limitations. Our study was not designed nor powered to detect between-group differences by clinic or Percentages may not sum due to rounding *Estimates for the 42 intervention and 37 control group patients who were receiving help †Diagnoses from chart review of electronic health record at the time of enrollment ‡Patient self-rated health as reported by companion patient subgroup, such as dementia severity. Data were restricted to a single medical encounter. We examined a binary measure of whether any memory discussion occurred as opposed to the duration or comprehensiveness of discussion. Although the study design supports a high level of internal validity, a large number of participants were targeted and those who were eligible and agreed to participate may differ from those who did not. As the study was conducted in three primary care clinics in a single metropolitan area, additional research is necessary to determine whether findings generalize to mainstream primary care. Future studies should evaluate the replicability and implementation potential of the SAME Page checklist using alternative delivery modalities and in concert with broader care delivery redesign and practice transformation initiatives. 53, 54 Person-and family-centered care has been described as the pinnacle of care quality, and a central element of a highperforming health system. 55, 56 This study finds patient- The numerator includes physician psychosocial questions, lifestyle, and psychosocial information giving and counseling; facilitation and activation; and positive and emotional talk as well as patient and companion biomedical and psychosocial questions, psychosocial and lifestyle disclosure, and emotional talk. The denominator includes physician biomedical questions, biomedical information giving and counseling, and procedural talk as well as patient and companion biomedical disclosure †Verbal activity reflects the proportion of statements contributed by the patient and the companion in relation to overall visit statements (including statements by the physician) ‡Refers to the proportion of statements contributed by the patient and companion within each Roter Interaction Analysis System summary category relative to total patient and companion visit statements (see Roter and Larson 2002) § Accounts for clustering by primary care clinician ¶ Accounts for clustering by primary care clinician and adjusts for covariates of patient age, gender, and cognitive function based on Mini-Mental State Examination score family agenda setting holds promise as a simple and scalable strategy to improve communication for the subgroup of primary care patients living with cognitive impairment who are accompanied to primary care visits. Our approach resonates with contemporary initiatives to improve the quality of dementia care, 54, 57, 58 identify and address non-medical factors in health care delivery, 59 and engage family caregivers who often play a critical role in bridging health system demands for persons with greater vulnerability and dementia. 45, 60 The strategy that we have developed involves limited impacts to primary care practice workflows and could be readily disseminated.
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